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DETAILED ACTION 

Formal Matters 

Claims 4, 18, 19 and 23 were canceled in the communication dated 20 January 
2006. Claim 17 is pending and under consideration. 

Claim Rejections Withdrawn 

The statutory and nonstatutory double patenting rejections of claim 17 are 
rendered moot by cancellation of claim 17 in co-pending Application No. 10/990,310 
and by cancellation of claims 53-57 in co-pending Application No. 10/783,635 and are 
thus withdrawn. 

New and remaining issues are set forth below. 

The text of those sections of Title 35, U.S. Code, not included in this action can 
be found in a prior office action. 

Claim Rejections - 35 USC § 101 

35 U.S.C. 101 reads as follows: 



Whoever invents or discovers any new and useful process, machine, manufacture, or composition of 
matter, or any new and useful improvement thereof, may obtain a patent therefor, subject to the 
conditions and requirements of this title. 
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Claim 17 is rejected under 35 U.S.C. 101 because the claimed invention is 
directed to non-statutory subject matter. Specifically, the claim is directed to "an 
antibody." In the instant case, "an antibody" can refer to one that is still in a living being. 

Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 1 1 2: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claim 17 is rejected under 35 U.S.C. 112, first paragraph, as containing subject 
matter which was not described in the specification in such a way as to reasonably 
convey to one skilled in the relevant art that the inventors, at the time the application 
was filed, had possession of the claimed invention. Applicants are directed to the 
Guidelines for the Examination of Patent Applications Under the 35 U.S.C. §112, 1 
"Written Description" Requirement, Federal Register, Vol. 66, No. 4, pages 1 099-1 111, 
Friday January 5, 2001 . 

The claim is directed to an antibody immunoreactive with an epitope comprising 
a unique sequence of EN-RAGE. 

This is a genus claim. The specification and claim do not set forth the structure 
of the multitude of potential epitopes encompassed by the claim. Thus, the scope of the 
claim includes numerous structural variants, and the genus is highly variant because a 
significant number of structural differences between genus members is permitted. 
Although the specification states that these types of changes are routinely done in the 
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art, the specification and claim do not provide guidance as to what changes should be 
made. Structural features that could distinguish compounds in the genus from others in 
the amino acid class are missing from the disclosure. The general knowledge and level 
of skill in the art do not supplement the omitted description because specific, not 
general, guidance is what is needed. Since the disclosure fails to describe the common 
attributes or characteristics that identify members of the genus, and because the genus 
is highly variant, an epitope comprising a unique sequence of EN-RAGE is insufficient 
to describe the genus. One of skill in the art would reasonably conclude that the 
disclosure fails to provide a representative number of species to describe the genus. 
Thus, Applicants were not in possession of the claimed genus. 

Claim Rejections - 35 USC §112 second paragraph 

The rejection of claim 17 is rejected under 35 U.S.C. 112, second paragraph, as 
being indefinite is maintained for reason of record in the office action dated 14 October 
2005 and as set forth infra. 

In the Response filed 20 January 2006, Applicants assert that the term "unique," 
in the context of claim 17, would be clearly understood by one of skill in the art to mean 
that the claimed antibody is immunoreactive with an epitope comprising an amino acid 
sequence of EN-RAGE, wherein that amino acid sequence is unique to EN-RAGE. 
That is, the amino acid sequence "unique" to EN-RAGE is found within EN-RAGE but 
not in other proteins. 
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Applicants' argument has been fully considered and is not found persuasive. 
While the Examiner agrees that the Applicants' explanation of a "unique sequence of 
EN-RAGE" is reasonable to conclude, it is submitted that of skill in the art may not have 
the same interpretation. For example, the phrase may read on a sequence of EN- 
RAGE, e.g., a variant, that is discovered in the future, which would be "unique" because 
it had not been previously isolated or generated. The term "unique" is not defined by 
the claim, the specification does not provide a standard for ascertaining the requisite 
degree, and one of ordinary skill in the art would not be reasonably apprised of the 
metes and bounds of the invention. 



Claim Rejections - 35 USC § 102 

The rejection of claim 17 under 35 U.S.C. 102(b) as being anticipated by 
EP0731 1 166A2 to Hitomi et al is maintained for reason of record in the office action 
dated 14 October 2005 and as set forth infra. 

The claim is directed to an antibody immunoreactive with an epitope comprising 
a unique sequence of EN-RAGE. 

In the Response filed 20 January 2006, Applicants assert that the teaching of 
Hitomi et al., i.e., an antibody to a polypeptide that is not identical to EN-RAGE, does 
not constitute a teaching of applicants' antibody. 

Applicants' argument has been fully considered and is not found persuasive. 

As stated previously, the '166 document teaches antibodies to peptides that 
comprise sequences that are 92% identical to Applicants' SEQ ID NO: 2. Cross- 
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reactivity of antibodies is a common occurrence, especially in antibodies that bind to 
similar proteins. U.S. Patent No. 6,787,637 to Schenk discloses that when an antibody 
is said to bind to an epitope within specified residues, the antibody specifically binds to 
a polypeptide containing the specified residues. Such an antibody does not necessarily 
contact every single amino acid residue within the epitope; nor does every amino acid 
substitution or deletion within the epitope necessarily affect binding (col. 14, lines 1-8). 
The peptide of Hitomi et al. contains scattered mismatched residues (at residues 14, 30, 
36 and 47) when compared to Applicants' SEQ ID NO: 2. Therefore, in the instant case 
since single amino acid substitutions do not necessarily affect epitope binding, it is 
reasonable to conclude that an antibody that binds to an amino acid sequence that is 
92% identical to EN-RAGE would also bind an antibody that binds to an epitope 
comprising a unique sequence of EN-RAGE. Since the patent discloses all the 
elements of the claim, claim 1 7 is anticipated by EP0731 1 166A2 to Hitomi et al. 



Conclusion 



No claim is allowed. 
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Advisory Information 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Gregory S. Emch whose telephone number is (571 ) 
272-8149. The examiner can normally be reached on Monday through Friday from 9AM 
to 5:30PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Janet L. Andres can be reached at (571) 272-0867. The fax phone number 
for the organization where this application or proceeding is assigned is (571 ) 273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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